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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

2. Claims 1-8 are rejected under 35 U.S.C. 102(a) as being anticipated by Adams 
(US 6,346,112). 

Adams provides a method of providing clips each having two end points which 
are separated from each other when the clip is in an open configuration and returns to a 
closed configuration by reducing the distance between the end points. The clips are 
placed around an annulus by causing both of the two end points of each of the clips in 
the open configuration to penetrate tissue of the annulus at two circumferentially 
separated positions whereby the clips reduce the diameter of the annulus (figure 1A, 
1 B). The two end points of the clips are connected through a flexible member to a 
tissue-piercing needle and the clips are placed around the annulus each by causing the 
associated one of needles connected thereto to penetrate the tissue at one position and 
to come out at another position which is circumferentially separated from the one 
position (column 1 1 A, 1 1 B). The clips are loaded in a clip delivery device and a 
specified number of the clips are pushed out of the delivery device penetrating tissue 
simultaneously (figure 6). The clips are generally U-shaped when in the open 
configuration comprising a wire of a shape memory material (column 2, lines 50-61). An 
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outer tube extending in a longitudinal direction and having an elongated slit at one end. 
The pusher (93) being elongated and adapted to slide in the longitudinal direction inside 
the outer tube and to push the specified number of clips through the slit. A pair of 
cylindrical cartridges coaxially disposed with a gap there between and adjacent the slit. 
The clips being mounted in the open configuration to the cartridges. The gap being wide 
enough to allow only the specified number of clips to pass threrethrough at a time and a 
pair of springs for pushing the clips over and along the cartridges toward the gap 
(column 4, lines 19-67). 

3. Claims 9-18 are rejected under 35 U.S.C. 102(a) as being anticipated by Kuehn 
et al. (US 6,165,183). 

Kuehn provides a mitral valve repair method of providing clips each having two 
end points that are separated from each other when in an open configuration and 
tending to return to a naturally closed configuration by reducing distance between the 
end points when in the open configuration. Placing an annuloplasty ring about the 
annulus and attaching the ring around the annulus by causing the clips to pass through 
the ring (figures 1-44). The clips are attached to the ring in circumferential directions 
along the ring (figure 25A-31). The clips have a tissue penetrating needle releasably 
attached through a flexible member to one of the two end points thereof. Attaching the 
ring by causing the needle associated with the clips to penetrate and pass through the 
ring and tissue of the annulus by Pulling the flexible member to position each clips so as 
to hold the ring to the tissue. The needle is caused to pass through the tissue at two 
positions separated by a shorter distance to penetrate the tissue at one position and to 
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come out at another position (figures 25-32). The clips are generally U-shaped when in 
the open configuration comprising a wire of a shape memory material (column 12, lines 
14-26). The clips have a tissue-penetrating needle that is releasable attached through a 
flexible member to each of the two end points thereof. The step of attaching the ring 
causing each of the needles of the clips to penetrate and come out of the annulus and 
to pass through the ring. The flexible members are pulled to position and the clips hold 
the ring to the tissue (column 1 1 , lines 20-35). Placing a prosthesis sewing cuff 
therefore where the valve portions have been removed and attaching the prosthesis 
sewing cuff to the tissue around the removed valve by causing the clips to penetrate 
both the prosthesis sewing cuff and the tissue (column 12, lines 27-67). The prosthesis 
sewing cuff is attached by causing the needle associated with each clip to penetrate 
and pass through the prosthesis sewing cuff and tissue of the annulus. Pulling the 
flexible member to position the clip so as to hold the prosthesis sewing cuff to the tissue 
(column 13, lines 1-65). 

Conclusion 

4. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Gabbay et al., Gardiner et al., Adams, Gilbertson et al., Taheri, 
Grunwald, Mers Kelly et al., Bolduc et al. and Gardiner et al. are all cited to show 
closely related medical devices. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alissa L. Hoey whose telephone number is (703) 308- 
6094. The examiner can normally be reached on M-F (8:00-5:30)Second Friday Off. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, John Calvert can be reached on (703) 305-1025. The fax phone numbers 
for the organization where this application or proceeding is assigned are (703) 308-0758 
for regular communications and (703) 308-0758 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 308- 
0861. 

alh 

July 9, 2002 




